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Amendments to the Speclficsitjon: 
Please amend the specification as indicated bebw. 
Please amend the specUiication at page 1 to insert 



Field of the Invention 



after the title 



f9m 




of the invenuon and before paiagraph 1. 



Please amend the speciiiication at page 1 to ins en | Background of the Inventioi^ after 



paragf^"! of the specificauotu 



PJease amend the specification at page 4 to insert ^ Summary of the Invention after 



Pbase amend the speciliication at page 4 following Summaty of the Invention to 
insert the foUoxcing paragraphs . 



Pharamceutical compoiitions for oral and topical administration and the methods of 
making the same are disclosed 3:or compositions, which form gel-like nonanisotropic 
particles ^en in contact with an aqueous phase. 

The compositions comj:)risc a) 0-1 to 30,0 % of one or more hydrophobic active 
ingredients; b) 0.1 to 60,0 % of one or more gelators comprising polyglycerol esters of fatty- 
acids of fonmila (1) 

GHjOR-CHOR-ai2a(GH,GHOR-a^0.)„GH^-GHOR-^ (1) 

wherein n is an integer from 4 to 13 and R is H or OOR' wherein is C g.^^ saturated, 
unsaturated or hydrox)4ated aUcyl and wherein at least one group R is not hydrogen, having 
an HLB value not less thanlO; c) 0*1 to 60,0 % of one or more gel-creating substances 
selected from pol)^Iyceryl-3-est;ers of oleic acid, having an HLB value not greater than 9; d) 
1.0 to 60 % of one or more co-gelator substances selected from the group consisting of 
triglyceride macrogol glycerol e.^ters, partial glycerides of fatty acids and macrogol esters of 
fatty acids in which the average quandty of reacted ethjienc oxide in the synthesis of the 
substances ranges between 50 to 150 mols and concurrently the ratio between components 
b) and d) is from 0.1:1 to 10:1; and e) 5.0 to 30% of one or more Q to Q akohols; wherein 
upon dilution with water, the formulation forms a dispersion of polymorphous gel particles 
having a dimension of 0.2 to 500 ^m. ^ ^ 



^ _ Please am end the specii'ic ation at current page 4 to inse rt/ Detailed Descriprion ofthe ^ 

(Ql^L^ InventioJ before current paragrapEX ^ 



Please amend the speciJ icarion at current page 4 to insert the foUowix^ immediately 
before the Detailed Description of the Invention section tide as amended ^^^ra. 



Received from < 3D537S6064 > at 8/6103 10:20:01 AM [Eastern Daylight Time] 



'AUG-06-2003 WED 10U7 AM IVAX LEGAL DEPT IP DIV FAX NO. 3055756064 P. 03 



Application Serial No.: 09/642^ 4r " 
Rule 1.1 U Art5fifldnient 
July 29, 20Q3 

Page 3 of 14 ^ 




Brief DescriptLQn of the Figutiej > 

Figure 1: Photomicrog ra ph of a dispersion in accordance with WO98 /Q5309, 

Fi gure 2: Photomicrograph of a dispersion in accordance with the present mventioii. 

Fi gure 3: Graphic represf^titation of c\flc:losporin blood levels In acc ordance with 
Example 6 of the present invention, 

gigures Photomicrographs of further dispersions i n accordance with the present 



mvention. 



Please amend the specification to delete the final 3 paragraphs from current page 13 
and first paragraph of page 14, such information now contained in the specification 
amendment for Brief Description of the Figures, cited st^. ^ 

please amend the^specliicatio n to replace th e c urrent abstrua with the following: 



Pharmaceutical compositions for oral and topical administration 
and the methods of making the saitie are disclosed for compositions^ 
which form gel- like (xonanisotropic particles when in contact with an 
aqueous phase. Tlie compositions comprise a) 0.1 to 30.0 % of one or 
more hydrophobic active ingredients; b) 0.1 to 60.0 % of one or mart 
gelators comprising polyglycerol esters of fatty acids of formula (1) 

a^OR-CHOR-CH2a(CH2CHOR'CH20-),CH,-GHOR^ (1) 

wherein n is an integ;er from 4 to 13 and R is H or OOR' wherein R' is 
C8.22saturatedi unsaturated or hydroxjdated alfcji and wherein at least 
one group R is not hydrogen, having an HUB value not less thanlO; 

c) 0*1 to 60,0 % of one or more gel-creating substances selected 
from polyglycer)4-3- esters of oleic acid, having an HLB value not 
greater than 9; d) 1.0 to 60 % of one or more co-gelator substances 
selected from the gn:)up consisting of triglyceride macrogol glycerol 
esters, partial glyceri:ies of fatty acids and macrogol esters of fatty acids 
in which the average quantity of reacted ethylene oxide in the synthesis 
of the substances rai'iges between 50 to 150 mob and concurrently the 
ratio between comp;ments b) and d) is from 0.1:1 to 10:1; and e) 5.0 to 
30% of one or more Q to Q alcohols; wherein upon dilution with 
water, the formulation forms a dispersion of polymorphous gel 
particles having a dimension of 0.2 to 500 pxa. 

AlsOt please amend the specification to inscrj Examples^after the sixth paragraph on 



current page u. 
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Finally, please amend fonnuk (1) appearing on current pages 4, 5, and 8, of the 
specification to read ^ ^ 



a%OR'CHOK-Cti,p'(Ciy^ (1) 
^ amend formula (2) appearing on current pages 4, 5, and^^to read | 



CHaOR-CHOR-CH.A(CH,CHOR-CH,0-)^CHg-CHOR-C^ (2), 



The Applicants respectiiuUy request entry of the preceding aniendments to 
specification and aver that the requested an^ndments do not introduce new matter. 



Received from < 3055756064 > at 8/6103 10:20:01 AM [Eastern Daylight Time] 



